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(1) 

‘‘BODY BUILDING PRODUCTS AND HIDDEN 
STEROIDS: ENFORCEMENT BARRIERS’’ 

TUESDAY, SEPTEMBER 29, 2009 

U.S. SENATE, 
SUBCOMMITTEE ON CRIME AND DRUGS, 

COMMITTEE ON THE JUDICIARY, 
Washington, DC 

The Subcommittee met, pursuant to notice, at 2:30 p.m., in room 
SD–226, Dirksen Senate Office Building, Hon. Arlen Specter, 
Chairman of the Subcommittee, presiding. 

Present: Senator Hatch. 

OPENING STATEMENT OF HON. ARLEN SPECTER, A U.S. 
SENATOR FROM THE STATE OF PENNSYLVANIA 

Chairman SPECTER. Good afternoon, ladies and gentlemen. The 
hour of 2:30 having arrived, the Subcommittee on the Committee 
of the Judiciary on Crime and Drugs will now proceed with this 
hearing on bodybuilding supplements and the possibility of their 
containing steroids or steroid-like substances. 

The Federal laws which govern this subject are complex. If the 
substance is a drug within the meaning of the Food and Drug Act, 
it is subject to preclearance by the FDA. Failure to comply with 
Federal law may result in criminal penalties. If the item comes 
within the Controlled Substances Act as one of the titled defining 
steroids, there again may be a criminal violation. 

The legislation provides that substances produced before 1994, 
which are body-building, are not subject to the rules of the Food 
and Drug Administration. But experience has shown that there are 
many of these body-building supplements which are sold over the 
counter which may contain steroids or steroid-like substances 
which may cause very severe damage to the liver or the kidneys. 

We find that our society, which is very much addicted to sup-
ports and very much addicted to excelling in sports, that athletes 
are very anxious to buildup their bodies to be able to excel or at 
least to do better. And this is an attitude which goes from profes-
sionals like Mark McGuire who received disciplinary action as a re-
sult of having steroids in his body to J. C. Romero of the Philadel-
phia Phillies who was suspended this year to the detriment, can-
didly, of my home town team for 50 games because he had steroid- 
like substances in his body. Or at least that was the allegation and 
the judgment of some. 

So the question arises as to whether there needs to be a change 
in Federal law. The consequences can be very serious for using 
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steroids as identified by the Food and Drug Administration in seri-
ous terms as follows: 

Anabolic steroids may cause serious long-term adverse health 
consequences in men and women. These include shrinkage of the 
testes and male infertility, masculinazation of women, breast en-
largement in males, short stature in children, adverse effects on 
blood lipid levels, and increased risk of heart attack and stroke. 
The consequences of liver failure and kidney disorder have already 
been identified. 

On one of the morning television shows a young man appeared 
to say, in anticipation of this hearing there was television coverage, 
that he had used a steroid-like substance and became very ill, went 
to a doctor and was told that if he hadn’t secured medical aid by 
2 days he might well have been dead at that point. 

There is a collateral issue which the Subcommittee will take a 
look at and that is a Federal court decision which prohibited the 
national football league from taking disciplinary action against ath-
letes under the anti-doping provisions. There the Eight Circuit 
Court of Appeals upheld a District Court decision saying that it 
was a matter of Minnesota law and that the individuals cited could 
defend themselves under a Minnesota statute. Well, it is an item 
which most likely can be handled by Federal supremacy. If the 
Congress decides to act to eliminate any ambiguity that Federal 
law will control notwithstanding Minnesota law which Federal 
statute could supercede the decision of the Court of Appeals for the 
Eighth Circuit. 

These are very important items. We are dealing with a multi-bil-
lion dollar industry, estimated to bring in on dietary supplements 
like $24 billion a year and body-building supplements projected to 
yield in the range of $2.5 billion a year. So there are substantial 
property rights involved. But there are also very substantial health 
risks involved. 

In existing legislation as noted, under the Food and Drug Admin-
istration, under controlled substances there are tough penalties. 
We may need to take a look at what we are going to do here with 
the exemption which allows these body-building steroids to be sold 
without preclearance under 1994 legislation. 

Now I am pleased to yield to my distinguished colleague, Senior 
Senator from Utah. This hearing panel is small, but loaded with 
ex-chairmen of this Judiciary Committee. Senator Hatch. 

STATEMENT OF HON. ORRIN HATCH, A U.S. SENATOR FROM 
THE STATE OF UTAH 

Senator HATCH. Thank you, Mr. Chairman. It is nice to be with 
you as always. We are very close friends and I appreciate being 
here at this hearing. 

There should be a high priority to enforce the laws currently on 
the books so that no one, a high school football player, a middle- 
aged dieter, or a major league baseball player may walk into a 
health food store and purchase a product off the shelf that contains 
steroids. Today such purchases are illegal, plain and simple. Any 
company that sells such products is in violation of law and those 
types of products should be taken off the market immediately, no 
infrastructure, ands, or buts about it. 
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So this is an important issue and is equally important that this 
hearing clear up the abundant confusion and misinformation about 
what the laws are, how they are being enforced, and which agency 
is responsible for overseeing and enforcing laws that make anabolic 
steroids illegal. 

It is my hope that we can use this hearing as an opportunity 
both to educate American consumers, especially teens and athletes 
about the dangers of steroids and to ensure them that laws do exist 
to protect them from these dangerous products. 

As members of the Subcommittee know, we have worked hard to 
ensure that the government has adequate authority to take prod-
ucts containing anabolic steroids off the market. 

Many of us have been concerned as we begin to see the use of 
anabolic steroids increase in professional and amateur athletics. 
That was the primary reason for the enactment of the 1990 Ana-
bolic Steroids Control Act which banned anabolic steroid use in the 
United States. 

Senator Biden and I were the prime sponsors of that bill. 
While the 1990 law was successful in deterring potential steroid 

abuse, new products were being developed to circumvent the reach 
of Federal law enforcers. And while not technically anabolic 
steroids, these steroid precursors react in a virtually identical dan-
gerous manner once inside the human body. So we worked closely 
with the Drug Enforcement Administration and then Senator 
Biden to update the law and pass the Anabolic Steroid Control Act 
of 2004. 

Mr. Chairman, I recall your being very supportive of this legisla-
tion as well and I personally appreciated it. This was not controver-
sial legislation. It passed the Senate unanimously and the House 
of Representatives passed it by a vote of 408 to 3. 

The Anabolic Steroid Control Act of 2004 addressed the abuse of 
steroids by athletes and also youngsters and teenagers by listing 
new steroid precursors as controlled substances. The law also gave 
the DEA the authority to schedule new precursors more easily 
without the sometimes difficult process of proving the product 
builds muscle mass. 

Importantly the law designated the substance androstenedione 
as a controlled substance, thus clearing up any ambiguity that this 
dangerous product could mask as a dietary supplement regulated 
by the Food and Drug Administration. 

Senator Harkin of Iowa and I had spent considerable time urging 
the government to ban andro, as it is called, and I was very sup-
portive of its listing which thus placed significant controls on its 
distribution and use including substantial criminal penalties. 

Let me take this opportunity to raise one issue that will probably 
be considered within the context of this hearing. When the 2004 
law was considered on the floor, Senators Biden, Kennedy, Durbin 
and I had a detailed colloquy including discussion of how DHEA, 
a hormone precursor, which is sometimes marketed as a dietary 
supplement would be treated under the Anabolic Steroid Control 
Act. As we recognized, it was not the intent of Congress to stop the 
use of substances that are legitimately marketed as dietary supple-
ments, or to limit access to substances that are not abused as 
steroids by athletes or children. 
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The 2004 law deliberately did not schedule DHEA and as a re-
sult legitimate users of DHEA continue to have access to it if it is 
lawfully marketed. However, the 2004 law does allow the DEA, the 
Drug Enforcement Administration, if it should find that the prod-
uct is being abused by athletes, by youngsters, or by teenagers to 
schedule it as a controlled substance by applying the standards in 
Section 201 of the Controlled Substances Act including the eight 
factor analysis listed in Section 201.C of that Act. 

But I add that in fact the DEA need not find that DHEA meets 
each of the eight factors before it can be scheduled. For example, 
if the DEA considers that DHEA has no or minimal psychic or 
physiological dependence liability, the DEA may schedule DHEA if 
the agency concludes, after consideration of the facts and relative 
importance of other factors, such as the actual or relative potential 
for abuse, the history and current pattern of abuse, or the scope, 
duration, and significance of abuse, that it should be scheduled. 

So that we would be clear, I asked that the Administration pro-
vide its written understanding of that provision. And Administrator 
Karen Tandy wrote a letter to me stating that the presence of each 
of the eight factors is not a mandatory prerequisite to scheduling. 

Now, Mr. Chairman, I ask unanimous consent that that letter be 
submitted for the record. 

Chairman SPECTER. Without objection, it will be made a part of 
the record. 

[The letter of Administrator Tandy appears as a submission for 
the record.] 

Senator HATCH. Thank you, sir. 
If I could take a few more minutes because this is a subject that 

is very important to me and my home state of Utah, world leader 
in the manufacture of dietary supplements. 

I would like to take a few minutes to discuss briefly the Dietary 
Supplement Health and Education Act of 1994 known as DSHEA. 
While the Health Committee has jurisdiction over this bipartisan 
law, that Senator Harkin and I wrote, it is an important piece of 
supplement regulatory structure. DSHEA clarified the Food and 
Drug Administration’s regulatory authority over supplements while 
ensuring that consumers will continue to have access to safe sup-
plements and information about their use. It passed the Senate not 
once but twice by unanimous consent. The law established a statu-
tory framework for FDA so that these vitamins, minerals, herbal 
products, amino acids, enzymes and other dietary supplements are 
generally recognized as foods. 

The law ‘‘grandfathered’’ supplements on the market in the 
United States at the time of enactment. The presumption being 
that these products had an abundant history of long and safe use. 
At the same time we wrote a strong safety standard into the law 
the products that might be harmful could be removed from the 
market. 

As a double safeguard we also gave the FDA an ‘‘imminent haz-
ard’’ authority so the agency can immediately remove from the 
market a product it suspects to be unsafe, no questions asked. We 
also included a provision to require manufacturers to submit to the 
FDA, 75 days prior to marketing, safety information about any new 
ingredients not previously marketed. 
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A key principle of the law is that supplements were not subject 
to premarket approval since the cost and time alone required to see 
a product through the FDA approval process would sound the 
death nail for this industry. Most supplement products cannot be 
patented and there is no incentive for a manufacturer to put its 
products through this costly and onerous process when any other 
manufacturer could benefit equally from the research and invest-
ment. 

Another key provision in the law authorized issuance of good 
manufacturing practice standards for supplements so that FDA in-
spectors could make certain the products are being manufactured 
in compliance with all the safeguards of the law. 

Finally, we required that all ingredients be listed on the label 
and that any claims must be made truthful and not misleading. 

The reason I outline these provisions is to illustrate that we took 
great pains to design a regulatory framework that will assure sup-
plements are manufactured and marketed with consumer safety as 
the top priority. We provided the FDA with an arsenal of new tools 
to enforcement the law. Some they have used, others not. And since 
that time the industry has grown. By some estimates it is a $20 
billion industry today. While critics of the industry have viewed 
this growth as a negative development, repeatedly stating that the 
industry is unregulated, is simply the wrong statement. All of these 
requirements are set out in the law in order to be administered by 
the regulatory agency, the FDA. 

While the great majority of supplement products are used safely, 
there have been problems with some products. Some of the prob-
lems relate to manufacturing, some relate to labeling. I do not see 
this as a failure in the law. Supplements are regulated under the 
law. But let me be clear. We all recognize there are bad actors in 
the supplement industry. These individuals should be subject to 
swift punishment by the FDA and the Federal Trade Commission. 
Their products should be removed from the marketplace imme-
diately and the full weight of the law should be brought down on 
these bad actors. Unfortunately it is no secrete that the FDA is a 
woefully underfunded agency. The agency will be the first to admit 
that its oversight of the dietary supplement industry is hampered 
by a lack of resources. 

For several years I have worked with Senator Harkin to rectify 
that shortcoming by requesting that the Appropriations Commit-
tees in the House and the Senate provide the FDA with more re-
sources so that it can do a better job regulating the industry. Sen-
ator Kohl, Senator Bennett, and Senator Cochrane have been very 
helpful as well in this regard. 

One other regulatory authority should be mentioned before I con-
clude. The situation with the herb ephedra certainly pointed out 
that the FDA could benefit from earlier warnings about serious 
problems with supplement and over-the-counter drug products. 
Senator Durbin was instrumental in pushing this issue forward. 
We worked together with Senators Harkin, Enzi, and Chairman 
Kennedy to pass the Dietary Supplement and Nonprescription 
Drug Consumer Protection Act in 2006 which mandated a system 
of adverse event reports to the FDA regarding all serious events 
which are associated with the use of these products. 
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Finally, I also want to mention that the Government Account-
ability Office issued a report on the regulation of dietary supple-
ments at the end of January. The GAO report, in my opinion, made 
some helpful recommends regarding FDA oversight of these prod-
ucts. 

We, in Congress, will continue to evaluate GAO’s recommenda-
tions on how to improve the regulation of this industry. But one of 
the important points the report raises is the lack of FDA resources 
to enforce the laws already on the books. I will continue to work 
with my colleagues in Congress and the FDA to provide more re-
sources to the FDA for dietary supplement oversight. 

Before I conclude I want to stress and extremely important point. 
Since enactment of DSHEA almost every FDA Commissioner, 
Henney, McClellan, Crawford, and von Eschenbach on record stat-
ing that the agency has enough enforcement authority to regulate 
dietary supplements. And the current Commissioner, Dr. Margaret 
Hamburg, in a recent speech to the Food and Drug Law Institute 
on effective enforcement and benefits to public health mentioned 
that, ‘‘reports have noted that there has been a steep decline in the 
FDA’s enforcement activities.’’ And, ‘‘in some cases serious viola-
tions have gone unaddressed for far too long. These include viola-
tions involving product quality, adulteration, and misbranding. 
False, misleading, or otherwise unlawful labeling, and misleading 
advertising.’’ 

Furthermore, in providing an example of the FDA stepping up its 
enforcement activities, Dr. Hamburg cited enforcement actions 
against companies selling over-the-counter, body-building products 
that contain anabolic steroid under the guise of dietary supple-
ments. Dr. Hamburg stated in referring to these steroid products, 
‘‘these are unproven and unapproved drugs not dietary supple-
ments.’’ 

In other words, these products are considered ‘‘adulterated’’ and 
‘‘misbranded’’ under the Food, Drug and Cosmetic Act. Simply put, 
under current law, these products are not allowed to be marketed. 

I appreciate the Chairman’s willingness to listen to my long 
statement. But as you know, this subject is near and dear to my 
heart. 

I want to welcome our witnesses and thank them for taking the 
time out of their busy schedules today to join us. I look forward to 
discussing this important issue with them and of course with my 
Chairman and, of course, other members of this subcommittee. 

Chairman SPECTER. Will the witnesses please raise your right 
hands? 

[Whereupon, the witnesses were sworn en masse.] 
Chairman SPECTER. You may be seated. We will proceed now to 

our first witness who is Mr. Michael Levy, Director of the New 
Drugs and Labeling Compliance in the Office of Compliance for the 
Center for Drug Evaluation and Research at the Food and Drug 
Administration. 

Since 2000 he was associate Chief Counsel at one of the branches 
of FDA. And before that he was an assistant district attorney in 
the Philadelphia DEA’s office. Outstanding academic record, Duke, 
cum laude, Bachelors Degree; Amherst, Duke, cum laude, law de-
gree, and Amherst College, magna cum laude. 
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I note your service with the Philadelphia District Attorney’s Of-
fice. 

Mr. LEVY. That’s correct, yes. 
Chairman SPECTER. So you have obviously had excellent train-

ing. 
[Laughter.] 
Mr. LEVY. Thank you. 
Chairman SPECTER. You have the same name as a former Assist-

ant District Attorney. 
Mr. LEVY. I do, yes. 
Chairman SPECTER. Is he your father? 
Mr. LEVY. He is not. No, we are not related. 
Chairman SPECTER. You are not related? 
Mr. LEVY. Not related. 
Chairman SPECTER. Well, I hired him as an assistant DA in 

1971. He could qualify. He is now the distinguished United States 
Attorney for the Eastern District of Pennsylvania. 

Thank you for joining us, Mr. Levy. We look forward to your tes-
timony. There is a 5-minute limitation. 

Mr. LEVY. OK. 
Chairman SPECTER. Which is the standard rule in the sub-

committees on the Judiciary. 

STATEMENT OF MICHAEL LEVY, DIVISION DIRECTOR OFFICE 
OF COMPLIANCE, CENTER FOR DRUG EVALUATION AND RE-
SEARCH U.S. FOOD AND DRUG ADMINISTRATION WASH-
INGTON, DC 

Mr. LEVY. OK. Mr. Chairman, and members of the Committee I 
am Michael Levy, as you mentioned, Director of the Division of 
New Drugs and Labeling Compliance in the Office of Compliance 
of FDA’s Center for Drug Evaluation and Research. 

Chairman SPECTER. As Senator Thurmond used to say, pull the 
machine a little closer. 

Mr. LEVY. OK. With me today is Doctor Vascilios H. Francos, 
Ph.D., Director of the Division of Dietary Supplement Programs in 
FDA’s Center for Food Safety and Applied Nutrition. 

Dr. Francos will assist me in responding to questions pertaining 
to products marketed as dietary supplements and their regulation 
under the Federal Food, Drug and Cosmetic Act. 

At this point I want to take the opportunity to thank Senator 
Hatch for his long-standing leadership on dietary supplement 
issues and specifically the 2004 Anabolic Steroid Control Act and 
adverse event reporting for dietary supplements. 

Senator HATCH. Well, thank you so much. 
Mr. LEVY. And thank you to the Subcommittee for the oppor-

tunity to discuss FDA’s perspective on the issue of steroids and 
products marketed as dietary supplements. 

FDA is very concerned with products containing synthetic steroid 
ingredients that are marketed as dietary supplements. Body-build-
ing products marketed as dietary supplements are commonly found 
to contain these types of steroids. There is no requirement for the 
manufacturer of a dietary supplement to provide FDA with evi-
dence of the product effectiveness or safety prior to marketing un-
less the product contains a substance that was marketed as a die-
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tary ingredient before 1994 and that has not been a part of the 
food supply which the law defines as a ‘‘new dietary ingredient.’’ 

In addition to the agency’s concerns that many of these products 
have not been clinically studied or demonstrated to be safe, the 
products are often sold with misleading labeling and they are fre-
quently manufactured without quality controls. 

By labeling steroid products as dietary supplements unscrupu-
lous firms can introduce into the marketplace products that contain 
ingredients that may pose risks to health. 

FDA has recently taken action to protect the public from illegal 
steroids and dietary supplements. In July 2009, for example, FDA 
issued a public health advisory warning consumers to stop using 
any body-building products that are represented to contain steroids 
or steroid-like substances. The public health advisory was issued in 
response to a cluster of serious adverse event reports submitted to 
FDA associated with several products containing synthetic steroids 
and marketed as dietary supplements. Adverse events included se-
rious liver injury, stroke, kidney failure, and pulmonary embolism. 

Although the body-building products containing these synthetic 
steroids were marketed as dietary supplements they were not die-
tary supplements. Rather, they were unapproved and misbranded 
drugs that had not been reviewed by FDA for safety and effective-
ness. 

FDA executed a criminal search warrant and issued a warning 
letter to American Cellular Labs regarding the illegal manufacture 
of these products. FDA also, last week, executed a criminal search 
warrant at the premises of Body-building.com. This search war-
rants involves an active criminal investigation into the distribution 
of body-building products marketed as dietary supplements that 
have been found to contain steroids. 

In the past 5 years FDA has sent 28 warning letters to firms 
that were illegally marketing products marketed as dietary supple-
ments and containing steroids. Currently FDA’s civil and criminal 
enforcement offices are gathering and reviewing additional data 
about other products that are marketed for body building and that 
claim to contain steroids or steroid-like substances. 

Despite these actions FDA enforcement in this area is chal-
lenging. Because FDA generally does not receive information on 
these products prior to marketing, FDA generally cannot identify 
violative products before they enter the marketplace. After prod-
ucts enter the market, FDA must undertake a painstaking inves-
tigative and analytical process of the products, ingredients, and la-
beling that often involves laboratory testing to show that they are 
violative. 

Currently the agency struggles to provide effective civil and 
criminal deterrents to prevent unscrupulous firms from fraudu-
lently marketing these products. We are also unable to effectively 
prevent the importation of many violative products because of the 
sheer volume of imports and the agency’s inability to do a com-
prehensive examination of all packages entering the United States. 

These challenges make it very difficult to stop the sale of these 
dangerous products. FDA, however, will continue its efforts to iden-
tify and remove illegal steroid products from the marketplace. FDA 
is committed to doing everything we can to protect the American 
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public, not only through regulation and enforcement, but also 
through education, outreach and collaboration with entities outside 
FDA. 

FDA looks forward to working with Congress on this important 
public health issue and I would be happy to answer any questions. 

Chairman SPECTER. Thank you, Mr. Levy. 
Our next witness is Mr. Joseph Rannazzisi, Deputy Assistant Ad-

ministrator for the Drug Enforcement Agency, coordinates major 
drug investigations and serves as liaison to the pharmaceutical in-
dustry. 

He has his Bachelors degree in Pharmacy from Butler Univer-
sity, a law degree from Detroit College at Michigan State, reg-
istered pharmacist and a member of the Michigan Bar. 

Thank you for coming in today and the floor is yours for 5 min-
utes. 

STATEMENT OF JOSEPH T. RANNAZZISI, DEPUTY ASSISTANT 
ADMINISTRATOR, OFFICE OF DIVERSION CONTROL, DRUG 
ENFORCEMENT ADMINISTRATION, DEPARTMENT OF JUS-
TICE, WASHINGTON, DC 

Mr. RANNAZZISI. Thank you, sir. 
Chairman Specter, Senator Hatch, distinguished members of the 

panel, on behalf of Acting Administrator Michelle Lynhart and the 
more than 9,400 men and women of the Drug Enforcement Admin-
istration I want to thank you for the opportunity to appear today 
and provide testimony concerning body-building products, hidden 
steroids and enforcement barriers. 

To understand the use of steroid products for body-building and 
performance enhancement, we must start by discussing testos-
terone. Testosterone is a hormone that is produced in the body and 
primarily responsible for the development and maintenance of male 
sexual characteristics and the promotion of muscle growth. It is a 
Schedule III controlled substance that has legitimate medical use 
as a therapeutic agent. It is also used non-medically by body build-
ers, weight lifters, and amateur and professional athletes to perfect 
body appearance, increase physical performance and gain muscle 
size and mass. 

Over time scientists developed and synthesized compounds or de-
rivatives that were structurally similar to testosterone and 
prohormones such as androstenedione, andro, a steroid that when 
ingested is metabolized into testosterone. Androstenedione was sold 
over the Internet and in health food and nutrition stores as a die-
tary supplement until 2004. Many, if not all the designer steroids, 
steroid prohormones and testosterone boosters on the market today 
are sold as dietary supplements. 

In 1990 Congress passed the Anabolic Steroid Control Act which 
placed 27 anabolic steroids into schedule III of the Controlled Sub-
stances Act. Pursuant to the 2004 Act the Congress placed an addi-
tional 36 steroids and over-the-counter prohormone dietary supple-
ments into schedule III of the CSA including androstenedione and 
its derivatives. 

Dietary supplements are regulated under amendments to the 
Federal Food, Drug and Cosmetic Act; added by the Dietary Sup-
plement Health and Education Act of 1994. The Drug Enforcement 
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Administration has no statutory authority to enforce provisions of 
DSHEA. But does have statutory authority to investigate the man-
ufacture and distribution of anabolic steroids in the dietary supple-
ment market. With the passage of the Anabolic Steroid Control Act 
of 2004, Congress refined the definition of the original 1990 law to 
allow DEA to administratively classify a substance as an anabolic 
steroid if the substance is both chemically and pharmacologically 
related to testosterone, not an estrogen, progestin, or codoco steroid 
and not dyhydroepiandrosterone or DHEA. Using this provision 
DEA identified substances marketed as anabolic products in the di-
etary supplement market and then conducts a scientific review, an 
analysis of the substance to determine if it is related to testos-
terone and if the substance meets the criteria to be classified as a 
schedule III anabolic steroid. 

The scheduling process requires an interagency review, the publi-
cation of a notice of proposed rulemaking and the review of public 
comments and the publication of a final rule in the Federal Reg-
ister that provides notice to the public and industry of the sched-
uling action. This is a lengthy process and there is no method 
under the current statute to expedite this scheduling process. 

DEA is currently in the final stages of the scheduling process for 
boldione, desoxymethyltestosterone, 19-nor4-4,9(10)-androstadi- 
enedione, three substances that are sold and marketed as anabolic 
steroids in the dietary supplement and found to be chemically and 
pharmacologically similar to testosterone. DEA is aware of 58 sup-
plements that purportedly contain one or more of these steroids. 

The initial notice of proposed rulemaking concerning the sched-
uling of these substances was published in April of 2008. We antici-
pate publishing the final rule in the next several months. When fi-
nalized, these products would be the first substances scheduled 
under the 2004 Act. As you can see, the overall time period to per-
form an anabolic steroid scheduling action may take as long as 2 
years to complete. In the time that it takes DEA to administra-
tively schedule an anabolic steroid, several new products can enter 
the dietary supplement market to take the place of products that 
have been scheduled. Chemists continue to create new derivative 
products by substituting and altering the structure of testosterone 
and then market them as dietary supplements. Often these new 
formulations have never been clinically tested and the potential ad-
verse reactions in humans are simply unknown. 

DEA has also identified products in the dietary supplement mar-
ket that contain small amounts of schedule III anabolic steroids. 
The presence of these anabolic steroids is not listed on the label of 
these products. The companies manufacturing, bottling, and mar-
keting them do not hold controlled substance registrations and the 
manufacture and distribution of these products violate various pro-
visions of the Controlled Substances Act. 

In conclusion, DEA will continue to identify products that are 
structurally and pharmacologically similar to testosterone that are 
masquerading as dietary supplements and classify them as con-
trolled substances. We will continue to investigate companies that 
market and sell dietary supplement products that are adulterated 
with controlled substances and pursue the appropriate criminal, 
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civil and administrative remedies to prevent the continued sale of 
these products. 

Again, I thank the Subcommittee for the opportunity to discuss 
this issue and welcome any questions you may have. 

Chairman SPECTER. Thank you very much. 
Our next witness now is Mr. Travis T. Tygart, CEO of the U.S. 

Anti Doping Agency. 
Prior to joining the agency Mr. Tygart was an associate in sports 

law at Holme, Roberts and Owen. A distinguished academic back-
ground, Bachelors degree from North Carolina, law degree from 
Southern Methodist, Order of the Coif. 

We appreciate you being here, Mr. Tygart and look forward to 
your testimony. Five minutes. 

STATEMENT OF MR. TRAVIS TYGART, CHIEF EXECUTIVE OFFI-
CER, UNITED STATES ANTI-DOPING AGENCY, COLORADO 
SPRINGS, COLORADO 

Mr. TYGART. Thank you, Mr. Chairman, members of the Com-
mittee, Good afternoon. 

My name is Travis Tygart and I am the Chief Executive Officer 
of the United States Anti-Doping Agency, or USADA. On behalf of 
the millions of participants who demand fair, clean, and safe sport 
that we represent, I appreciate the opportunity to be here today to 
discuss these important issues. 

USADA has been recognized by Congress as the independent, na-
tional anti-doping agency for Olympic sport in the United States. 
We are greatly concerned about the ease with which products con-
taining steroids can be purchased in America’s supplement store-
fronts. We are equally concerned that some athletes have tested 
positive for banned drugs because the product they were using 
were either contaminated or intentionally spiked by manufacturers. 

Designer steroids made their leap into America’s consciousness 
in 2003 when the BALCO Doping Conspiracy was revealed. One of 
the designer steroids found in BALCO was Madol. The story of 
Madol conforms the alarming migration of designer steroids from 
underground, clandestine laboratories to mainstream marketing. 

Since its discovery, Madol quickly rose from an unknown sub-
stance to the signature ingredient in nutritional products readily 
available in retail supplement stores and over the Internet. 

Unfortunately Madol is just one example of a designer steroid 
that is marketed as an otherwise legitimate supplement to an 
unsuspecting public. It is estimated that 10 percent or $2.8 billion 
is spent annually on performance-enhancing products. Best esti-
mates suggest that there are hundreds to thousands of products 
currently available that contain one or more of these 20 designer 
steroids. 

It is all too easy for the junior high or college athlete to walk into 
a local health food store or log onto the Internet and see the glossy 
labels and the bright bold claims of legal and all natural. He 
thinks, as we all believe, that because these supplements are read-
ily available that they must be safe and effective. What he does not 
know is that all it takes for a supplement maker to cash in on the 
storefront steroid craze is a credit card to import raw materials 
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from China, the ability to pour powder into a bottle, and a printer 
to create a label. 

What he does not know is that the maker can create a new ster-
oid product, have it on the shelves within a matter of weeks, make 
unsubstantiated claims, and sell millions of dollars of product be-
fore the FDA has the ability to take action. 

Unfortunately we don’t just have to imagine such an athlete be-
cause one is here with us today. His name is Jareem Gunter. I 
have not known Jareem long, but it doesn’t take long to realize 
that Jareem and others like him are sobering examples of how un-
scrupulous profiteers are trading the health of our children for the 
pursuit of quick cash. 

Jareem was fortunate to have some God-given athletic ability 
and to work hard to earn financial assistance to play baseball at 
a small college. Jareem decided to look for a legal nutritional prod-
uct to help his workouts. He did his due diligence, even checking 
the school’s prohibited drug list. And he found a product not on 
that list called ‘‘Super Draw.’’ According to court papers, and its ad-
vertising materials at the time, Super Draw even invoked the name 
of Congress to suggest that because Congress had not added it to 
the Controlled Substance Act that it was 100 percent legal. 

Shortly after using Super Draw Jareem started feeling ill and 
the pain eventually drove him to the emergency room. If he had 
waited another day, according to the doctor, he might not be alive 
today, because he suffered acute liver failure. Jareem’s pursuit of 
the American dream was compromised by what he reasonably be-
lieved to be a safe and legal product. 

I want to thank Jareem for being here today and letting me 
share his story. Today his health is better, but he is forced to be 
constantly vigilant looking for the return of the symptoms caused 
by Super Draw. 

He now works with children at a mentoring center, city of 
Dreams, in the Bay Area, trying to help other kids stay away from 
drugs and stay off the streets. 

Jareem’s only mistake was believing that products sold over-the- 
counter and readily available on the Internet can be assumed to be 
safe and legal in the United States. Jareem had no way of knowing 
that a regulatory scheme designed over 15 years ago, for a few 
companies, selling a limited number of simple vitamins and min-
erals has been hijacked by unscrupulous manufacturers. He had no 
way of knowing these companies are exploiting the lack of pre-
market regulation to sell magic pills while using the reputation of 
the legitimate food and vitamin industry to cloak themselves with 
the appearance of safety and propriety. 

Mr. Chairman, we applaud this Committee for holding this hear-
ing today because now is the time to fix this problem. While the 
recent FDA raids that were earlier referenced are an important 
step to protect consumers, the current law severely restricts the 
FDA and its ability to stop, much less slow down the designer ster-
oid gold rush. 

Both pre-market and post-market changes are required to give 
all consumers a truly healthy choice. 

The legitimate dietary supplement companies truly concerned 
about the health and safety of our consumers have nothing to fear 
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by the proposals that hopefully will be discussed and are presented 
in my written testimony. You saw it as committed to being part of 
the solution. And in the weeks to come we will be announcing an 
effort supported by the National Football League, Major League 
Baseball, National Basketball Association, and the United States 
Olympic Committee and many other entities equally concerned 
about this topic and committed to solving the problem. 

We look forward to working with all groups that have a sincere 
interest in preventing these dangerous products from so easily get-
ting into the hands of our young children. 

I would like to finally thank this Committee for its time and its 
interest in this important public health issue and for inviting me 
to share USADA’s experience about the reality of the market. 

Thank you. 
Chairman SPECTER. Thank you very much, Mr. Tygart. 
We now turn to Mr. Daniel Fabricant, Interim Executive Director 

and CEO of the Natural Products Association, which is a trade as-
sociation representing the natural product industry. 

Mr. Fabricant has his Bachelors degree in Chemistry from the 
University of North Carolina; Ph.D. in Pharmacology from the Uni-
versity of Illinois at Chicago. 

Thank you for coming in, Mr. Fabricant. Your testimony is next. 

STATEMENT OF DANIEL FABRICANT, Ph.D., INTERIM EXECU-
TIVE DIRECTOR AND CEO, VICE PRESIDENT SCIENTIFIC 
AND REGULATORY AFFAIRS NATURAL PRODUCTS ASSOCIA-
TION, WASHINGTON, DC 

Mr. FABRICANT. Thank you, Mr. Chairman, Senator Hatch. On 
behalf of the NPA, thank you for the opportunity to be here today. 
We represent the interests of more than 10,000 retailers, manufac-
turers, suppliers, and distributors of healthcare products, dietary 
supplements, and natural personal care as well as our source for 
the millions of Americans who use supplements each year. I am 
also a former college athlete and sports nutrition expert, so I have 
a deep personal understanding of this issue. 

First let me say that we welcome this hearing because we share 
your concerns about illegal steroids. Selling products containing il-
legal substance is already a crime. Whenever a product containing 
illegal substance is identified, be they steroids or something else, 
we are the first to call for throwing the book at the offending party. 
Anyone caught selling steroids should be prosecuted to the full ex-
tent of the law and the natural products industry has worked for 
years to pass those laws. 

We believe that tougher enforcement and prosecution, again, to 
the fullest extent of the law, are the best ways to stop the crimi-
nals. The barriers to enforcement are simple: money, manpower 
and will. 

We fully support strong rules to ensure what is on the label is 
what is in the bottle. The criminals who illegally sell steroids do 
not. We fought for additional DEA enforcement ability, especially 
concerning the passage of the Anabolic Steroid Control Act of 2004. 
This law gave DEA additional authority and made it easier for 
them to schedule anabolic chemicals. We have also worked hard for 
good manufacturing practice regulations, serious adverse event re-
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porting and the pre-market, new dietary ingredient notification 
system as well as other important provisions of the Federal Food, 
Drug, and Cosmetic Act which are used to regulate the space. We 
also strongly support the FTC’s activities against false and decep-
tive advertising. 

Criminal activity is always a problem. We are not surprise that 
criminals defy these laws. That’s what criminals do. We are not 
surprised that criminals ignore current legal requirements to notify 
the government of their intent to sell illegal substances. 

So, again, we urge the panel to get tough on criminals. That is 
why our industry has fought repeatedly for Congress and the Ad-
ministration to provide the Drug Enforcement Agency, the FDA, 
the FTC, and other agencies the resources they need to enforce the 
law. For many years, quite frankly, their budgets were slashed and 
these resources were lacking. 

Over the past 12 months, notably at FDA, Congress has provided 
a significant infusion of funding which has led to a noticeable in-
crease in activity like the enforcement activity last week that made 
the new cycle. We welcome this increased government enforcement 
and support efforts to boost resources further. The criminals who 
illegally sell steroids do not. 

There are additional enforcement measures that under current 
law could be used. For instance, the FDA sent 28 warning letters 
to firms that were illegally marketing products containing steroids 
in the past 5 years. While warning letters are certainly a good 
start, how many of those letters were followed up with court action 
which is well within the authority of the FDA to pursue. 

Likewise, to our knowledge, DEA has only proposed listing of 
three additional compounds under the Anabolic Steroid Control Act 
of 2004 in the past 5 years. These limited enforcement activities 
are not an effective deterrent and make it far too easy for criminals 
to stay one step ahead of the law. 

One place the agencies might concentrate an increasing effort is 
on those products marketing themselves with street drug names for 
steroids. I would also say this to any athlete out there, beware of 
any product that sounds like an illegal steroid. Because if it is pos-
ing as steroid or some steroid-like knock off, chances are, it very 
well might be. And anyone seeking to buy these illegal products is 
doing such at a great risk to themselves. 

Finally, it is in our best interest to continue to earn the public’s 
trust and anything we can do to separate the legal, safe, healthy 
supplement industry from the seedy, fly-by-night, and unsafe world 
of illegal steroids is worthwhile. 

Indeed, when any athlete blames an off-the-shelf dietary supple-
ment as the cause for a banned substance being found in their bod-
ies, our industry is always the first one to ask them to name the 
supplement, name of the manufacturer, and name the store where 
they bought it. We asked the same question of Donald Fehr who 
essentially blamed the entire steroids scandal in major league base-
ball on the legal dietary supplement industry. 

Clearly, when it comes to drug testing in athletes we all have 
more questions than we do good answers. 

So, Mr. Chairman, again, we are glad you are holding this hear-
ing. We support efforts to stop the sale of illegal steroids. We 
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strongly support resources for government agencies to enforcement 
the law. We stand ready to work with the committee, the govern-
ment, non-government agencies, and supporting agencies to help 
identify and remove criminal activity which is the root cause of this 
tragedy. 

Thank you. And, again, I look forward to your questions. 
Chairman SPECTER. Thank you, Mr. Fabricant. 
Our final witness is Mr. Richard Kingham, partner at Covington 

and Burling, concentrating on food and drug law, product liability 
and product safety. Represented many major pharmaceutical man-
ufacturers and biotech companies as well as trade associations. 
Graduate of George Washington University, law degree from the 
University of Virginia. 

Thank you very much for coming in Mr. Kingham and the floor 
is yours. 

STATEMENT OF RICHARD KINGHAM, COVINGTON & BURLING, 
LLP, WASHINGTON, DC 

Mr. KINGHAM. Thank you, Mr. Chairman and Senator Hatch. 
Manufacturers of legitimate dietary supplements share the con-
cerns that you have with the distribution of body-building products 
that contain anabolic steroids. The adverse effects of those products 
are well-known and those substances should not be available for 
general use. 

It is important to recognize, however, that the vast majority of 
dietary supplements are in no way implicated by the matters being 
discussed in this hearing. More than 150 million Americans regu-
larly use legitimate dietary supplements and those products offer 
significant health benefits to the people who use them. 

There is, moreover, and this is the main focus of my presen-
tation, no need to amend existing legislation to deal with anabolic 
steroids. The Food and Drug Administration and the Drug Enforce-
ment Administration both have ample authority to deal with the 
problem by making use of existing statutory powers. 

Congress has twice amended the Controlled Substances Act to 
give DEA special power to regulate anabolic steroids. The most re-
cent amendments enacted in 2004 greatly expanded the list of sub-
stances subject to regulation under the statute to include metabolic 
precursors, salts, esters and ethers of listed substances. Congress 
also authorized DEA to add new substances to the relevant sched-
ule without proof of anabolic effect, thus simplifying the burden for 
administrative scheduling actions. Persons who traffic illegally and 
scheduled anabolic steroids are liable to severe criminal penalties. 

FDA also has broad powers to prevent distribution of products 
containing anabolic steroids under existing provisions of the Fed-
eral Food, Drug, and Cosmetic Act. Although many of the products 
that are currently promoted in stores and in the Internet are la-
beled as dietary supplements. They seldom, if ever, are in compli-
ance with dietary supplement provisions of the law. 

FDA has multiple enforcement tools which, in fact, are set out 
in Mr. Levy’s written testimony to this hearing, to deal with prod-
ucts of that type. These include provisions of the Federal Food, 
Drug, and Cosmetic Act that relate both to drugs and to dietary 
supplements. Many product, for example, are advertised with 
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claims that fall within the new drug provisions of the Food and 
Drug Act and are, for this reason, both misbranded and in violation 
of statutory provisions that require pre-market approval of new 
drugs. Others contain new dietary ingredients for which required 
pre-market notifications have not been made to FDA under the die-
tary supplement provisions of the statute. Those products are le-
gally deemed adulterated and are liable to the full range of enforce-
ment measures under the statute including seizures, injunctions, 
and criminal prosecution of responsible persons. 

The provisions of the Food and Drug Act governing pre-market 
submissions for new drugs and new dietary ingredients do not re-
quire FDA to prove that a product is unsafe, but only that the re-
quired pre-market procedures have not been followed. Thus, the 
burden of proof on the government is minimal and experience sug-
gests the courts are willing to interpret the provisions of the act 
liberally to protect the public against unlawful products. 

For this reason a warning from FDA backed up with a credible 
threat to take formal enforcement action is usually sufficient to 
achieve compliance. 

FDA has, as Mr. Levy has stated, issued a number of warning 
letters to companies that distribute products containing anabolic 
steroids and it has the capacity to issue more letters and to take 
formal enforcement actions as appropriate. 

The Food and Drug Act also effectively addresses the problem of 
so-called ‘‘designer drugs’’ that are formulated to circumvent the 
scheduling provisions of the Controlled Substances Act. Anabolic 
steroids that are not listed in the relevant schedule will typically 
be new within the meaning of the provisions of the Food and Drug 
Act that require prior approval of new drug applications or submis-
sion of new dietary ingredient notifications. 

Now, as has also been mentioned, and recent reports suggest, 
that there are some products on the market whose labeling does 
not declare the presence of anabolic steroids that are detected in 
laboratory assays. Those ingredients might be surreptitiously 
added to what would otherwise be lawful products. But those prac-
tices are clearly illegal under multiple provisions of existing law. 

The Food and Drug Act, for example, prohibits the addition of 
the deleterious substances to legitimate products. It imposes spe-
cial requirements for good manufacturing practice for dietary sup-
plements that include controls on contaminants and the ingredi-
ents that are added to products and it requires label disclosure of 
ingredients. 

As Dr. Fabricant said, what’s in the bottle must be on the label 
of a dietary supplement. 

As with the provisions of the law relating to new drugs and new 
dietary ingredients, these provisions can be enforced with the full 
range of sanctions under the law. 

For these reasons I do not believe that amendments to the law, 
especially a pre-market approval requirement would be appro-
priate. Existing law, if properly enforced, is sufficient to assure pro-
tection of the public. 

A pre-market approval requirement for these products, which, by 
the way, they were not subject to prior to 1994, would only add to 
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the expense of bringing them to the market and increase adminis-
trative responsibilities at FDA. 

Body-building products constitute less than 10 percent of the 
market for dietary supplements in the United States. And the 
products that are the subject of this hearing are a tiny fraction of 
that market segment. It would be a mistake to alter the carefully 
crafted regulatory framework for all dietary supplements simply to 
deal with a small number of outlier products that can be effectively 
controlled under existing statutory provisions. 

Thank you. 
Chairman SPECTER. Thank you, Mr. Kingham. 
We will now proceed with a 10-minute round of questioning. 
Mr. Tygart, in your judgment are the existing laws adequate to 

protect the public from dietary supplements—represented as die-
tary supplements which have steroids or steroid substances? 

Mr. TYGART. I think clearly no, from our perspective. 
Chairman SPECTER. You have Mr. Jareem Gunter, would you 

have him step forward and let us hear what happened to him. 
Mr. Gunter, would you mind stepping forward? 
Mr. Tygart has described your experience. Would you tell us 

what happened to you in your own words? 
Mr. GUNTER. Yes. So I went to college in Missouri, Lincoln Uni-

versity, to be exact. And while I was in school I ended up getting 
sick. I went home for the summer and I found a supplement on line 
that I thought would be healthy for me or would be something that 
wouldn’t hurt me. 

In the beginning of the year our coach comes in with the health 
instructor that comes in and gives us a list of all the substances 
that we cannot take. So the list was pretty in depth. I looked at 
the list and I went to GNC and compared and contrasted things 
that I could not—that I wasn’t able to take. And most things that 
were at GNC I could not take because it had some—either the sup-
plement was on there or something that was in the supplement 
was banned from NCAA or conference. 

So I went back to the computer and was trying to figure out 
things I could take. I researched for about three to 4 weeks dif-
ferent products that I could take that would be legal that wouldn’t 
be harmful to me. When I found the product that I took, it was 
called Super Draw. When I found it I thought I had found a dia-
mond in the rough, something that I felt that wouldn’t harm me 
at all. And also it would be helpful to me. 

Chairman SPECTER. Did you take it? 
Mr. GUNTER. Yes. 
Chairman SPECTER. And did it harm you? 
Mr. GUNTER. Yes. 
Chairman SPECTER. And in what way did it harm you? 
Mr. GUNTER. It actually gave me liver failure. So I was in the 

hospital for a while. 
Chairman SPECTER. Gave you what? 
Mr. GUNTER. Liver failure. 
Chairman SPECTER. Liver failure? 
Mr. GUNTER. Yes. So I was in the hospital. 
Chairman SPECTER. How long were you in the hospital? 
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Mr. GUNTER. It was about 4 years ago, so I—to be exact, it was 
anywhere between four to 6 weeks I was in the hospital. And it 
constantly wasn’t four to 6 weeks in and out, I was in there for 
good and couldn’t leave. 

Chairman SPECTER. And were you advised as to what potential 
consequences there could have been from taking that supplement 
of your liver failure? 

Mr. GUNTER. So the doctor let me know that throughout my life 
it could come back at any time. As of right now I am OK. But the 
doctor told me to be aware of whatever I do just to make sure be-
cause it could come back at any time. 

Chairman SPECTER. Mr. Levy, you testified that there are prob-
lems with misleading labeling, there are no quality controls, you 
issue warnings and public health advisories, some 28 warnings, 
you specified. You listed a long line of problems, pulmonary embo-
lism, stroke, kidney failure, liver problems. In the absence of 
preclearance is there any effective way for the FDA to deal with 
these problems? 

Mr. LEVY. I would answer that by saying that this is a very chal-
lenging area in which to regulate because it’s difficult to find viola-
tive products and it can be difficult to act on those products. 

Chairman SPECTER. Did Mr. Tygart accurately describe all that 
it takes to put one of these dietary supplements on that market? 

Mr. LEVY. I don’t recall exactly what Mr. Tygart said. Generally 
? 

Chairman SPECTER. He said you could get a substance—he testi-
fied just a few minutes ago; were you listening? 

Mr. LEVY. Yes. Yes. 
Chairman SPECTER. Well, he testified that you could take a sub-

stance, you could put it in a bottle, you could put some liquid in 
it, then you could get a printer and put a label on it and sell it. 

Mr. LEVY. That is . . . 
Chairman SPECTER. Did he actually describe the process? 
Mr. LEVY. Yes, I think that’s quite possible. That probably would 

not be legal, but, yes, it’s possible. 
Chairman SPECTER. Well, we know it’s not legal and Mr. 

Kingham and Mr. Fabricant had decried these illegal practices to 
Senator Hatch. But the question is, how do you safeguard the pub-
lic against that? 

Mr. Rannazzisi, you described what you have to go through in a 
very elongated process. Does DEA have any effective way of dealing 
with this problem considering the description you made as to the 
lengthy kind of an investigation, the kinds of notice you have to 
put out, the kinds of public hearings there has to be, and the op-
portunity for people to substitute materials while you’re in that 
process so you have to start all over again? 

Mr. RANNAZZISI. Sir, the process is extremely frustrating because 
by the time we get something to the point where it will be adminis-
tratively scheduled, there are two to three substances out there to 
replace it. 

Chairman SPECTER. Never mind whether it’s frustrating, is it 
possible for it to be effective? 

Mr. RANNAZZISI. At the present time I don’t believe we are being 
effective as far as controlling these drugs; no. 
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Senator Specter. Mr. Fabricant, you accurately depict the situa-
tion as having or Senator Hatch said, you don’t use the same 
words, ‘‘bad actor’’, but how is it realistically possible given what 
the Food and Drug Administration has by way of resources to deal 
with this problem without preclearance? 

Mr. FABRICANT. Well, I think you touched on it as a matter of 
resources. I think all of us at the table and those distinguished 
members of the Committee were all happy with the recent activity 
last week. I think that calls directly for the need for more enforce-
ment. That is the critical issue here. 

Chairman SPECTER. Well, how about it, Mr. Levy, is it realistic 
for you to follow these people after the fact? How many of these so- 
called ‘‘bad actors’’ do you think there are out there? 

Mr. LEVY. I think there are quite a few bad actors out there. Is 
it realistic to follow after every one? No, I don’t believe so. So, you 
know, what we have chosen to do is to try to be strategic in the 
way we approach enforcement actions and to try to get the biggest 
bang for our buck, if you will. 

Chairman SPECTER. Well, the biggest bang for the fewest bucks 
may not be a very big bang as big bangs go. 

Mr. Tygart, come back to the witness stand. What is the impact 
on these dietary supplements which have steroids with respect to 
the younger generation like Mr. Jareem Gunter? 

Mr. TYGART. Well, I think it’s huge. And while my fellow panel-
ists said it’s only 10 percent of the $28 billion industry or 10 per-
cent of the 150 million consumers, 10 percent is 15 million if my 
math is right. That’s huge. And a lot of those are our kids. Just 
like Jareem, they are going to stores to buy these to be the best 
that they can be and pursue their American dream. 

Chairman SPECTER. How effective is the professional leagues’ 
anti-doping policy? 

Mr. TYGART. The leagues are part of this effort. They haven’t yet 
adopted the world anti-doping code, which we think is the gold 
standard for anti-doping programs and is what our Olympic ath-
letes—— 

Chairman SPECTER. They have not? 
Mr. TYGART. They have not. 
Chairman SPECTER. And why not? 
I’m not sure. We wish they would. We frankly think they should 

if they want the most effective policies in place. But they’ve decided 
not to. 

Chairman SPECTER. And what problems are caused by the deci-
sion by the Court of Appeals for the Eighth Circuit stopping the en-
forcement by the NFL of the disciplinary action taken against the 
two athletes? 

Mr. TYGART. I think it’s potentially big and that it could gut the 
effectiveness of the programs. If every state’s law—— 

Chairman SPECTER. What were the facts of those cases, if you 
know? 

Mr. TYGART. As I understand them from the Minnesota case, and 
there was a parallel case down in Louisiana, but there were three 
Minnesota Vikings that were using an over-the-counter product ad-
vertised as a dietary supplement for weight loss. 
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Chairman SPECTER. Did they have adequate notice that they 
were doing something which could get them into that kind of trou-
ble? 

Mr. TYGART. From what I understand of the facts, they were told, 
as all of our league-level athletes are told, these products are dan-
gerous. 

Chairman SPECTER. And how about with J. Ramero, was he ade-
quately on notice? 

Mr. TYGART. I think he was adequately warned. 
Chairman SPECTER. Why do you say that? 
Mr. TYGART. Well, I know the policies are at that level as well 

as in our world to notify athletes of the potential risk of positive 
tests in taking any of these supplements. 

Chairman SPECTER. Well, who notifies the athletes—the league? 
Mr. TYGART. I would think the league and hopefully the union, 

if they are there to protect their players, they probably have that 
same obligation. 

Chairman SPECTER. And what were the facts of the Mark 
McGuire case? 

Mr. TYGART. I think it came out publicly that he used andro. I 
don’t know that he received any sanction for his use of 
androstenedione. And that was obviously before androstenedione 
was controlled as a schedule III controlled substance which it is 
now. 

Chairman SPECTER. Whether he had a sanction, he declined to 
testify before a Congressional Committee on the privilege against 
self incrimination; right? 

Mr. TYGART. That’s right. That’s exactly right. 
Chairman SPECTER. Do you think there is any doubt that Con-

gress has the authority to legislate to overrule the Court of Appeals 
opinion in the Eighth Circuit and enforce those laws? 

Mr. TYGART. I think so. 
Chairman SPECTER. My red light just went on, so I am going to 

yield now to Senator Hatch. I am going to observe that time limit. 
Senator Hatch. 

Senator HATCH. This is an interesting hearing. Like everything 
else, law enforcement can only do so much. But the laws are cer-
tainly clear that these type of products are illegal. And we wrote 
them very carefully so they would be. What it really basically 
comes down to, are we going to put the funds in to be able to do 
the work that has to be done? 

I think FDA, Mr. Levy, is overburdened as it is, without ques-
tion. And we treat it like a wicked step-sister around here even 
though, you know, I passed the FDA Revitalization Act in the early 
1990’s and yet we are still not finished with that class out there. 
It didn’t even start until around 2000 and I blame Congress for a 
lot of these things and we don’t give you enough support. 

But let me go to you, Mr. Rannazzisi. I want to thank you for 
your testimony here today. In your prepared statement you ref-
erence the Anabolic Steroid Control Act of 2004. As you know, I 
was the prime sponsor—— 

Mr. RANNAZZISI. Yes, sir. 
Senator HATCH [continuing]. Of that legislation with former Sen-

ator Biden, now Vice President Biden. In that bill we followed the 
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recommendations of the DEA to refine the definition of what a ster-
oid is and we followed your advice. The purpose of the amendment, 
the amended definition was to allow the DEA to administratively 
classify additional compounds as schedule II anabolic steroids. In 
preparation for this hearing, I was reviewing your previous testi-
mony before the House Committee on the Judiciary from March of 
2004. In that testimony you expressed the support of the DEA for 
the Anabolic Steroid Control Act of 2004. In speaking for DEA you 
appealed to Congress to provide a legislative remedy of refining the 
definition of a steroid. 

In your testimony you said, this would, ‘‘give us new tools to 
more quickly and effectively classify new steroids as controlled sub-
stances.’’ And as I stated, Congress did that just 5 years ago. We 
gave the DEA what you basically asked for. However, I noted in 
your prepared statement that the DEA is in the final stages of 
classifying three substances scheduled under the Anabolic Steroid 
Control Act of 2004. You also stated the DEA is in the process of 
reviewing three other substances. 

Now, can you tell me why 5 years after Congress expanded 
DEA’s authority only three substances have been scheduled? And 
I’m puzzled as to why three substances, which by your own testi-
mony, have not been finalized yet, will be the first three scheduled 
under the Anabolic Steroid Control Act of 2004? Is this also a lack 
of resources? 

Mr. RANNAZZISI. No, sir. If we go back to the 1990 Act, if you re-
member, the 1990 Act required us to show promotion of muscle 
growth which was virtually impossible for us. We looked at andro 
for almost 5 years by independent labs and we still, up until the 
time the act was passed in 2004, could not show that andro pro-
moted muscle growth. That’s why we asked for the removal of the 
promotion of muscle growth. 

While it made our job a lot easier, it, by all means, was still a 
very difficult process. The problem is, when we schedule a drug it’s 
got to be based on scientific evidence. It takes at least six to 8 
months just to do the cellular studies required to schedule a drug. 
We have to show that that drug is not a cortical steroid, it is not 
a progesterone, and it’s not estrogen. That requires several binding 
studies—cellular binding affinity studies. These are done by out-
side labs. It takes a while to get all of this evidence necessary to 
go through the formal process of scheduling. Plus we have public 
comment. Plus we have to go through the initial notice of proposed 
rulemaking. And we have to vet it through all the different agen-
cies. This is not a process that can be done overnight. 

My colleagues on the panel make it sound like it’s an easy proc-
ess. It is far from easy. I think doing those first three will help us 
streamline the process, but I can’t tell you it is going to be much 
quicker than it is right now. 

Senator HATCH. Does DEA have a memo of understanding with 
the FDA but to assure that the two agencies are effectively coordi-
nating their activities relative to steroids? Do you work together? 

Mr. RANNAZZISI. We do work together. In fact, on several inves-
tigations DEA and FDA are working together. We just met with 
the OIG from FDA that were looking at other products in the phar-
maceutical chain. We work together. It is not a question of us not 
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working together. It is a question of the process, the scheduling 
process. I think we are working together fine. 

Senator HATCH. Why haven’t you come to Congress then and let 
us know that you need changes in the law? I mean, frankly I’m not 
sure you do. We are always going to have bad actors. We are al-
ways going to have people who are criminals. It seems to me 
there’s enough legal authority there to get these bad substances off 
the marketplace. But I understand that there are some pretty 
wicked, evil people out there that are constantly coming up with 
these. 

Does FDA tell you when they deny a new ingredient notification 
that could involve an anabolic steroid? 

Mr. RANNAZZISI. If I may, sir, could I just talk to one of my sci-
entists? 

Senator HATCH. Sure. 
[Pause.] 
Mr. RANNAZZISI. No, we don’t receive a warning scientist to sci-

entist, no. 
Senator HATCH. Do you outsource some of this analysis or do you 

do it with your own chemists? 
Mr. RANNAZZISI. No. Well, the chemical analysis we do. But the 

studies, the cellular studies, animal studies, that all has to be 
outsourced. We can’t do that. Yes, sir. 

Senator HATCH. Do you check with FDA to see if they have re-
ceived a new dietary ingredient notice for a compound you’re look-
ing at possibly listing under the Controlled Substances Act? 

Mr. RANNAZZISI. Not in regard to anabolic steroids, sir. 
Senator HATCH. Let me ask you, Mr. Levy, on page 11 of your 

testimony in the first full paragraph, all three examples that you 
present would be illegal under the 1994 DSHEA law. In every ex-
ample under DSHEA they would be illegal. Now, FDA has the au-
thority to take those products off the market and tell me why that 
isn’t happening or is it happening? If it isn’t, then I want to know 
what we can do to help you. 

I mean, I made it pretty clear, I think, that you don’t have the 
resources to be able to do everything you need to do in these areas. 
And I blame us for that because we’ve tried to get you the re-
sources and we just haven’t been able to be as successful as I would 
like us to be. 

Mr. LEVY. I would say that I think that we are doing what we 
can. You know, we have had an agency-wide reemphasis recently 
on drug safety as a part of this. I think that we have taken our 
recent actions—I’m struggling to find what three ingredients you 
are specifically referring to. But I would say that I think that the 
ingredients that we mentioned in my testimony, we have at some 
point taken some enforcement action with respect to all of those. 

Senator HATCH. Let me ask just a couple of questions to Mr. Fab-
ricant and Mr. Kingham. 

Has the Federal Government, specifically the FDA and the DEA 
reached out to the industry to work in a collaborative manner to 
address issues associated with products containing synthetic ster-
oid ingredients that are marketed as dietary supplements? 

Mr. FABRICANT. Not in any formal manner. There is no memo-
randum of understanding or agreement in that capacity. 
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Senator HATCH. Do you work together at all? 
Mr. FABRICANT. We do from time to time, but it is on an informal 

basis and we have notified them of ingredients that are of concern 
to us that they should be monitoring for. 

Senator HATCH. Mr. Kingham, what is your response to the con-
cerns raised by both the FDA and DEA about the difficulties en-
countered when they try to pull products containing steroids off the 
market? 

Mr. KINGHAM. Well, Senator Hatch, first of all, let me point out, 
and I think from reading Mr. Levy’s testimony, that we agree on 
this, the products that this hearing is about require some form of 
submission to FDA before they enter the market, either a new drug 
appointment or a new dietary ingredient notification. And, more-
over, for multiple other reasons are almost always in violation of 
other provisions of the Federal Food, Drug, and Cosmetic Act. 

If people violate existing requirements for new drug application 
submissions and new dietary ingredient notifications, why would 
we believe that they would comply with some new pre-market ap-
proval requirement that you would put in the law? 

The answer is, I think, that the FDA, in particular, has to use 
the authority it already has to bring severe, serious, informal en-
forcement actions against violators. 

Senator HATCH. Does it have enough authority? 
Mr. KINGHAM. I think they do, Senator. I believe they do. And 

I think looking at Mr. Levy’s testimony that he and I agree that 
the products that we’re discussing today are almost invariably 
clearly in violation of law. The question is whether the law will be 
enforced. 

Warning letters are good, seizure actions are a good thing as 
well. But eventually if people float the law, I believe that criminal 
prosecutions may be appropriate. 

Senator HATCH. Thank you, sir. 
My time is up, Mr. Chairman. 
Chairman SPECTER. Thank you, Senator Hatch. 
I will now proceed with 5-minute rounds. 
Mr. Kingham, your testimony is, documented in the written part 

submitted, more than 150 million Americans regularly use legiti-
mate dietary supplements. And you say that body-building prod-
ucts constitute less than 10 percent. So by your statistics you have 
something in the range of 15 million people, somewhat less than 
15 million people use body-building dietary supplements. Now, 
given the facts of life as to what is happening in this field, don’t 
you think it’s important that Congress should modify the law to 
have some preclearance requirements on these body-building sup-
plements? 

Mr. KINGHAM. Well, Senator, first of all, what I meant to say and 
I am sorry if I wasn’t clear is that the whole body-building segment 
of the dietary supplement market is about 10 percent. But, of 
course, that includes vitamins and minerals and other products 
that are specifically marketed to body-builders. It is a tiny fraction 
of the business that comprises the products we are talking about. 

Chairman SPECTER. Now, wait a minute. Wait a minute. You 
have a 150 million people who take supplements? 

Mr. KINGHAM. Yes. 
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Chairman SPECTER. So you have 10 percent, you say, on body- 
building supplements, that’s 15 million people; am I correct? 

Mr. KINGHAM. You are absolutely right. 
Chairman SPECTER. That’s a lot of people at risk. 
Mr. KINGHAM. You are correct. But that includes a market seg-

ment to which legitimate dietary supplements that are perfectly 
safe and perfectly appropriate are promoted. 

Chairman SPECTER. Well, no doubt about the fact that many are 
legitimate that are not causing damage. 

Mr. KINGHAM. Yes. 
Chairman SPECTER. But you still have millions of people being 

exposed to the problem. Now, I agree with you that more has to 
be done on the regulators. 

Now, let me turn to you Mr. Rannazzisi. You have Super Draw 
which was on the market which Mr. Jareem Gunter used. In the 
affidavit issued by your agency says that Super Draw is a synthetic 
anabolic steroid. But yet Super Draw is not listed on schedule III 
as a prohibited anabolic steroid; why not? 

Mr. RANNAZZISI. It is one of the substances that we are looking 
at. 

Chairman SPECTER. What? 
Mr. RANNAZZISI. It is one of the substances that we are looking 

at. It is out on the market. It is not—— 
Chairman SPECTER. Wait a minute, what are you looking at? 

You’ve got the affidavit which your agency filed, what more is there 
to look at? 

Mr. RANNAZZISI. It still has to go through the scheduling process, 
sir. It still has to go through the scheduling process. 

Chairman SPECTER. Wait a minute. You took an affidavit that it 
was an anabolic steroid. 

Mr. RANNAZZISI. Yeah. 
Chairman SPECTER. When you say something that is false in an 

affidavit filing we may find a criminal case here, but in the wrong 
direction. 

But when you have identified Super Draw as an anabolic steroid 
and you have a case of a young man who has been hurt, is there 
any conceivable excuse for your agency not having listed it on 
schedule III? 

Mr. RANNAZZISI. Sir, I can’t just list something on schedule III. 
It still has to go through the scheduling process. It must go 
through the scheduling process. I don’t have the authority just to 
say, I want this drug scheduled. There’s a process through the Ad-
ministrative Procedures Act—— 

Chairman SPECTER. You can take an affidavit that it’s an ana-
bolic steroid but not put it on schedule III? 

Would you like us to change the law to simply the scheduling 
process? 

Mr. TYGART. We would, Senator. 
[Laughter.] 
Chairman SPECTER. We understand that. 
Mr. TYGART. And worse than that—— 
Chairman SPECTER. We are going to give Mr. Tygart’s testimony 

right under your name if you don’t speak up. 
[Laughter.] 
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Mr. RANNAZZISI. I apologize sir. 
Chairman SPECTER. Let me turn to you, Mr. Levy. My time is 

about up and I want to observe the time. 
Ethodura was sold as a dietary supplement banned by the FDA 

in 2004, but the ban occurred 10 years after FDA issued its first 
advisory and only after FDA had received thousands of reports of 
adverse effects, including deaths. What possible explanation is 
there for that kind of a delay? 

Mr. LEVY. I am going to turn to Dr. Francos on this. 
Chairman SPECTER. Do you want to consult your lawyer? 
[Laughter.] 
Mr. LEVY. My dietary supplement expert. 
Chairman SPECTER. Well, let’s come back to you Mr. Tygart, 

since nobody else seems ready to—— 
Mr. TYGART. Worse than the fact that it’s not in the process of 

being scheduled, the very same product that was identified by affi-
davit in that search warrant, certain products in that search war-
rant were seized. You can still buy that designer steroid over the 
Internet. We purchased this through Amazon.com and it has the 
same designer steroid that should be controlled being sold today by 
other companies. 

Chairman SPECTER. Mr. Rannazzisi, we are about to close this 
hearing, and Mr. Levy, too, you can supplement your answers to 
the Committee in writing. 

Senator Hatch. 
Senator HATCH. When you were talking about 10 percent, you 

didn’t mean 15 million people, you meant there might be that 
many who are taking some sort of dietary supplements and some 
may even be taking some body-building supplements as well. 

Mr. KINGHAM. That’s correct. 
Senator HATCH. That doesn’t mean all 15 million were taking 

these—— 
Mr. KINGHAM. No, I don’t think so. 
Senator HATCH [continuing]. Banned substances or the sub-

stances that should be banned? 
Mr. KINGHAM. That’s right. And the other thing I really want to 

underscore, it’s terribly important, I believe, and I don’t think the 
FDA disagrees, that virtually all the products we are talking about 
require, already, under current law, some kind of submission to 
FDA before they enter the market. These people are just breaking 
the law. They need to be punished. They need to be caught, and 
the law needs to be enforced. But the law is not the problem. The 
problem is enforcement. 

Senator HATCH. Well, that is my contention. I think we wrote the 
laws well. 

Now, let me ask you—let me see if I can find my notes here— 
Mr. Tygart, on too many occasions athletes have appeared before 
the cameras and apologized for testing positive for a banned sub-
stance. In some cases the athlete may not have intended to ingest 
a substance banned by his or her collective bargaining agreement 
or rules of competition. However athletes sometimes fail to assume 
personal responsibility when they make a mistake, especially in 
cases that if they had consulted with their league office or Olympic 
Committee the issue could have been avoided from the onset. 
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Now, that does not excuse bad actors in the sports nutrition in-
dustry. However, athletes skirting the truth need to be held ac-
countable for their own actions, and I think you certainly have in-
dicated you believe that. 

In your prepared statement you stated that the USADA’s mission 
is to, ‘‘preserve and protect the health of athletes.’’ Can you explain 
to me the support USADA provides to athletes when they are con-
sidering taking a supplement? For example, is there a dedicated 
telephone number or a hotline that athletes may call to seek advice 
on supplements? 

I ask this because in a recent case a high-profile athlete failed 
to call his league’s hotline and the result was he tested positive for 
a banned substance. Now, the league representatives have stated 
time and time again that had the athlete called the hotline he 
would have been told not to ingest that product. 

Do you have the same system for your—— 
Mr. TYGART. We do. We are very clear in our educational mate-

rials to the millions of athletes that technically fall into our juris-
diction. That given the poor regulation in the dietary supplement 
market, any product you take from a multivitamin to an anabolic- 
type product, you run a risk of testing positive. 

And, of course, I don’t believe every athlete that stands up and 
says they got it from a supplement. I don’t think that’s the case. 
We have had at least two cases, one the Jessica Hardy case, one 
the Kicker Vinsel case where Kicker Vinsel was taking a multi-
vitamin. And a panel after a full litigated case determined that the 
multivitamin that he took was what caused his positive test for a 
steroid. The same in the Jessica Hardy case. 

Mr. FABRICANT. May I make a point on the Kicker Vinsel case? 
I believe it was overturned later on appeal and then settled out of 
court. 

Senator HATCH. OK. Well, Mr. Fabricant, you are also a phar-
macist? 

Mr. FABRICANT. Pharmacologist. Designing drugs; yes. 
Senator HATCH. As I understand it, the report said there were 

upwards of 100,000 people who may in part lose their lives because 
of pharmaceuticals in this country. Is that way off the beam? 

Mr. FABRICANT. Adverse event reports? 
Senator HATCH. No, I’m talking about actually are harmed by in-

gesting pharmaceuticals that really they shouldn’t have taken. 
Mr. FABRICANT. I would say that, you know, we worked hard to 

put the adverse event reporting system in place and we haven’t 
seen any numbers anywhere near that with respect to that. 

Senator HATCH. OK. Well, then in dietary supplements do you 
see any real—and I’m talking about dietary supplements that are 
legal—do you see any real adverse events? 

Mr. FABRICANT. With the legal dietary supplement world we see 
the system as working. We have had issues, we’ve had signals, 
we’ve had notices, and they’ve all been acted upon very quickly by 
industry. We have had recalls—voluntary recalls where the indus-
try acted very responsibly based on only 14 products—14 adverse 
event reports. You compare that with other industries, other con-
sumer product industries it exceeds 60,000 for them to even take 
action against a pharmaceutical on the market. 
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So, you know, for the assertions that the industry isn’t tightly 
regulated, I would advise them to look at just how quickly the sup-
plement world has responded in a short time. 

Senator HATCH. Our system is working? 
Mr. FABRICANT. Yeah, very well. 
Senator HATCH. All right. Now, let me ask you this, Mr.—I am 

having trouble—— 
Mr. RANNAZZISI. Rannazzisi. 
Senator HATCH [continuing]. Of the 58 dietary supplements men-

tioned in your testimony that purportedly contain one or more of 
the three steroids in the final stages of the scheduling process, how 
many of them are currently on the market? And isn’t it true that 
the FDA has the authority to remove any of those products under 
the laws that we’ve passed here? 

Mr. RANNAZZISI. Yes, sir. I think our scientists have talked about 
those substances. Some are, some aren’t. We don’t know because 
this is over a period of time. 

I have the list of the drugs and the names of the drugs that are 
on the market or were on the market when we did our checks. And 
I believe that list was shared to FDA. 

I have the brand names. If you would like I could submit it for 
the record. 

Senator HATCH. I think it would be good if you submitted that. 
Chairman SPECTER. Well, thank you very much, gentlemen. I am 

constrained to conclude the hearing by four. Senator Hatch, would 
you like to make a closing comment? 

Senator HATCH. Thank you, Mr. Chairman. As usual you are al-
ways courteous and a dear friend. 

But let me just say this to you. We have done our very God-level 
best to try and make sure these laws have the strength in them 
to be able to be implemented. I still believe that they are well put 
together. If we had premarket approval the whole industry would 
be gone and we would all be bereft of what really are very, very 
good vitamins and minerals, amino acids, and herbal products. 

Because to go through the safety and efficacy process of the FDA 
can cost up to a billion dollars or more and even as many as 15 
years. So there is no way anybody in the dietary supplement indus-
try could go through that. 

But I think by and large the industry is a highly competent, 
highly good industry. But it is inexcusable that we permit any of 
these anabolic steroids to be on the market. 

Mr. Tygart, I appreciate what you are trying to do. It is a tough, 
tough thing because all of us hate to see a star athlete get chewed 
up, especially in the Olympics. But I hate to see it in professional 
sports too. And, you know, sometimes it really isn’t their fault, 
many times it is. But I just hope that we all will work together. 
And if you can give us better ways of amending these laws or mak-
ing them even better than they are, I would be happy to consider 
that. But I think there’s enough language in the laws, in these var-
ious laws that we’ve passed that I’ve personally been a proud spon-
sor of for FDA to do the job, for DEA to do the job, and of course 
hopefully helpful to you on USADA group as well. 

There is no desire on any of our part to have anybody illegally 
use anything. And we certainly don’t want our folks in this country 
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or any other country to be subject to deleterious substances, which, 
under the DSHEA law, FDA has an absolute right to take off the 
marketplace automatically. 

So it isn’t like the laws aren’t there. The question is, I would sug-
gest to all of you—and this is my last sentence—that you really 
push the Congress to give FDA the resources it needs to do this 
job. The law is there. All we have to do is have the resources. 

Thank you, Mr. Chairman. 
Chairman SPECTER. Thank you, Senator Hatch. 
The efforts to give FDA more resources on many, many lines has 

not been successful. I think there are some things that need to be 
done here, some real questions. And I think the Drug Enforcement 
Administration needs to answer the question which hasn’t been an-
swered here today about why Super Draw was not placed on the 
schedule III list after it was identified and an affidavit had filed 
as being an anabolic steroid. And if you need some revision on your 
listing, let us know. Don’t wait for us to come to you. 

And the business about ephedra being identified in 2004 with a 
ban 10 years after the FDA first issued its first advisory and only 
after the FDA received thousands of reports of adverse effects, in-
cluding deaths, that’s not satisfactory. 

When Senator Hatch talks about the legitimate part of the indus-
try, I think it’s true, vastly legitimate. But still, if you have 15 mil-
lion people who were taking supplement with steroids and al-
though some of that is legitimate, we’re exposing millions of people 
to problems. So that from my view, I think we need to look at some 
preclearance issues here unless we find some way to solve it other-
wise. 

And the leagues have a question to answer which the Sub-
committee is going to put to the leagues. Why haven’t you adopted 
the anti-doping policy? So perhaps the hearing was useful for all 
the questions which have emerged. 

We thank you all and we especially thank Mr. Jareem Gunter 
and wish him well and wish you all well. 

That concludes our hearing. 
[Whereupon, at 4 p.m., the hearing was concluded.] 
[Questions and answers and submissions for the record follow.] 
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